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CENTRAL AND SCOTTISH HEALTH SERVICES 
COUNCILS 

Standing Joint Committee on the Classification of 
Proprietary Preparations 

REPORT ON THE REVISION OF THE CATEGORIES USED 
FOR THE CLASSIFICATION OF PROPRIETARY 
PREPARATIONS 

1. The classification of proprietary preparations derives from a request made 
by the Minister of Health to the Standing Medical Advisory Committee at 
the end of 1948 for their advice on whether it was desirable or practicable 
to restrict the prescribing by doctors of preparations which were of a 
doubtful or unethical character or which were unnecessarily expensive brands 
of standard preparations. A joint committee of the Central and Scottish 
Health Services Councils was subsequently set up and this committee and a 
successor committee advised the Minister until 1963 on the classification 
of proprietary preparations. In addition, the Joint Committee was later 
required, by an addition to its terms of reference, to advise on a range of 
matters relating to clinical trials. 

2. In June, 1963, the Committee on Safety of Drugs was set up under the 
Chairmanship of Sir Derrick Dunlop, and began work at the beginning 
of 1964. This Committee necessarily assumed responsibility for a number 
of functions which had previously been performed by the Standing Joint 
Committee on the Classification of Proprietary Preparations. The Central 
and Scottish Health Services Councils therefore decided that the Joint Com- 
mittee should be wound up, and appointed us as a new committee, with the 
following terms of reference : — 

(1) “To advise on the classification of proprietary pharmaceutical pre- 
parations with the object of helping doctors to decide which should 
be used in the treatment of their patients, and to identify those pre- 
parations the prescribing of which appears to call for special justi- 
fication. 

(2) To keep under review the principles for determining whether pre- 
parations should properly be regarded as drugs, foods, toilet prepara- 
tions or disinfectants and to give advice on the classification of par- 
ticular preparations submitted to the Committee.” 

3. The categories which our predecessors decided to use were as follows : 
Category N. (New). New drugs of proved value which are not yet “ stan- 
dard ”. (The term “ standard ” is intended to mean pre- 
parations described in the British Pharmacopoeia, British 
Pharmaceutical Codex and British National Formulary.) 
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Category S. (Standard). Preparations whose active therapeutic constituents 
are identical with or modifications of those of “ standard ” 
preparations. 

Elegant preparations of drugs in Category N. 

Mixtures of drugs in Category N with drugs in Category S. 

Category P. (postponed judgment). Preparations which are not “ stan- 
dard ” for which prima facie evidence of therapeutic value is 
presented, but which the Committee could not accept as of 
proved therapeutic value without further evidence, which had 
to be provided within a period stipulated by the Committee. 

Category O. (not of proved therapeutic value). Preparations not “ stan- 
dard ” which in the Committee’s view had not been proved 
of therapeutic value. 

Category H. (heterogeneous). Preparations which are a combination of 
drugs in Category O with those in Categories N, S or P. 

4. It is now six years since the present method of classification was intro- 
duced, and the time is ripe for it to be reviewed. There are a number of 
reasons why changes need to be considered. 

5. One of the most important of these is the establishment of the Committee 
on Safety of Drugs, which has to decide whether a new preparation may be 
released for marketing, taking into account its safety in relation to its 
efficacy for the purpose for which it is to be used. To us this means that 
once a new preparation has been released for marketing, we are absolved 
from considering whether it is too toxic in relation to its purpose to be 
classified as prescribable. It will, however, be necessary for us to take 
account of its toxicity in relation to its comparative efficacy, since a new 
preparation may have a similar therapeutic effect to an existing one, but 
have a greater or lesser degree of toxicity. This is clearly a matter which 
should influence a doctor’s decision to prescribe it and we are conscious 
that our first term of reference asks us to help doctors to decide which 
preparations should be used in the treatment of their patients. Thus when 
in this report we use the phrase “ therapeutic efficacy ”, we are referring to 
the efficacy of a preparation in relation to its toxicity and its therapeutic 
indications. 

6. A further consideration is that, resulting from the heterogeneity of the 
preparations included in Category S, doctors have not had a clear concept 
of the relative therapeutic values of drugs in this group. Furthermore, in 
the Report on Classification in Category S published in 1961 by our pre- 
decessors, it was recommended that if a doctor prescribed preparations which 
are not currently in the British Pharmacopoeia, British Pharmaceutical Codex 
or British National Formulary he should be liable to be called upon to 
justify his action if the cost of his prescribing were being formally investi- 
gated. Thus it appeared that sanctions were being imposed on all drugs not 
within the standard works of reference, including most preparations in 
Category S, irrespective of their intrinsic therapeutic merit. 
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7. Accordingly it is necessary to consider whether the present lines dis- 
tinguishing Categories N, P and S are right, or indeed, necessary, particu- 
larly because of the factors arising from the appointment of the Committee 
on Safety of Drugs. Our conclusion is that there is no longer any need 
for Category P, since it seems unlikely that the information needed for 
classification will be unobtainable after a preparation has been examined by 
the Committee on Safety of Drugs and approved for release. We also con- 
sider that there is now no reason in principle for distinguishing new pre- 
parations (previously Category N) which have been released for marketing 
and, on grounds of efficacy, should be freely prescribable, but which are not 
yet the subject of monographs in the standard works of reference. 

8. We have paid particular attention to the increasing tendency for proprie- 
tary preparations to be concentrated into Category S. In 1963, the pro- 
portion of N.H.S. prescriptions which were for proprietary preparations 
was just over 89 per cent in terms of net ingredient cost ; and of those pro- 
prietary preparations, 75 per cent — again in terms of net ingredient cost — 
were in Category S. We think that the time has come for re-examining a 
classification system which puts such a high proportion of preparations into 
one category, in case it is no longer giving doctors the maximum help in 
their prescribing. We believe therefore that it will be valuable to make 
wider use of the concept of comparative efficacy, and by this means to 
supplement the bare distinction between drugs which have been proved to 
possess efficacy and those which have not. 

9. It seems to us that any system of classification must possess two main 
characteristics. Its raison d’etre is to help doctors with their prescribing, 
and for this purpose it must be relatively straightforward and free from com- 
plications, because otherwise doctors will not make full use of it. Secondly, 
if it is to be fair to the preparations being classified, it must be reasonably 
sensitive, and must avoid grouping together preparations which, on grounds 
of efficacy, are not of broadly similar merit. 

10. It seems clear to us that, before considering any individual preparations, 
one must lay down as a general proposition that any proprietary preparation 
which conforms with a monograph in one of the standard works of reference 
(the British Pharmacopoeia, British Pharmaceutical Codex and British 
National Formulary) should be of satisfactory efficacy, although we recog- 
nise that there remain in those volumes some preparations for which there 
is little therapeutic justification except tradition and the necessity for the 
provision of standards for preparations which are extensively used. For the 
sake of brevity we propose to call this group “ monograph preparations ”. 

11. We therefore propose that proprietary preparations should be classified 
on the basis set out below. It should be understood that the groups are 
mutually exclusive — thus a preparation could not both be a monograph pre- 
paration and be placed in Category A. 

Monograph preparations 

Preparations whose active therapeutic con- 
stituents are identical with those of prepara- 
tions described in the British Pharmacopoeia, 
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British Pharmaceutical Codex or British National 
Formulary or which differ only slightly in physical 
form from such standard preparations, the differ- 
ence being such as to have little or no thera- 
peutic significance. 

Category A. Sub-divided into 

Category A.l. Preparations of single therapeuti- 
cally active drugs which are acceptable formula- 
tions of substances (or active constituents of pre- 
parations) in the British Pharmacopoeia, British 
Pharmaceutical Codex or British National 
Formulary. 

Category A. 2. Preparations of single therapeuti- 
cally active drugs which have been shown to the 
Committee’s satisfaction to have an acceptable 
degree of efficacy in relation to their toxicity and 
therapeutic indications and which in the light of 
alternative available preparations can be recom- 
mended for use. 

Category A. 3. Acceptable preparations contain- 
ing more than one drug where the main compo- 
nents are the active ingredients of monograph pre- 
parations and/or preparations in Category A.l 
or A.2. 

Category B. Sub-divided into : — 

Category B.l. Preparations which, in the opinion 
of the Committee, on the evidence produced to 
it, have an unacceptable lesser degree of efficacy, 
or are of unacceptably greater toxicity, than alter- 
native monograph preparations or preparations 
in Category A. 

Category B.2. Unacceptable preparations which 
consist of or contain drugs which, in the view of 
the Committee, are not of proven efficacy. 

12. The Committee recognises that although the terms of reference of the 
Committee on Safety of Drugs are such that, before a drug is released for 
marketing, they review and assess the evidence as to the safety of the drug 
in relation to its efficacy for the purpose for which it is to be used, that 
Committee does not intend to take into account the relative efficacy of any 
other drug for the same purpose. In fulfilling our function of helping 
doctors to decide which preparation should be used in the treatment of their 
patients, we feel that it is necessary for us to take into consideration relative 
efficacy together with relative toxicity. It is, therefore, possible that drugs 
and preparations which have satisfied the conditions of the Committee on 
Safety of Drugs and have been submitted for classification may not be 
deemed to justify classification in Category A. Such preparations would be 
classified in Category B. 

13. A few comments are needed on this system of classification. It will, 
of course, be necessary to alter the classification of individual preparations 
from time to time : for example, it will often happen that a new preparation 
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which the Committee on Safety of Drugs has approved for release will 
initially be put in Category A, and later, when it is included in the standard 
works of reference, it will become the subject of a monograph. Similarly, 
the Committee will have to consider what action to talce when a preparation 
is deleted from the standard works of reference. 

14. Although most prescribing requirements can be fulfilled by the use of 
monograph preparations and single therapeutically active drugs, we have 
thought it right that acceptable preparations consisting of mixtures of drugs 
should be put into a separate sub-group, Category A.3, which is designed for 
those mixtures which are of therapeutic value and ought to be prescribable. 
There are, however, some mixtures which we should think it right to place 
in Category B.l (assuming that they had some degree of therapeutic efficacy) 
on the ground that we should regard the administration of such a mixture of 
these particular drugs as open to question. There are other preparations in 
which ingredients of proved therapeutic efficacy are combined with others 
whose efficacy is not proved. These at present are in Category H. On the 
system we are now proposing they would in future appear in Category B.2, a 
category which would include preparations at present in Categories O and H. 

15. We would accordingly advise that : 

(а) monograph preparations and preparations in Categories A.l, A.2, 
and A.3, should be prescribable in the National Health Service pro- 
vided that they are properly described as drugs and not as foods, 
toilet preparations or household disinfectants, and are not advertised 
to the public. 

(б) although there should be no restriction upon a doctor prescribing 
any drug which, in his view, is necessary for the treatment of his 
patients, the use of preparations from Categories B.l or B.2 and 
preparations which are advertised to the public, should require to 
be specially justified if the doctor’s prescribing were being formally 
investigated. 

16. We believe that it is essential that effective steps be taken to ensure that 
the medical profession is frequently, rapidly and adequately informed about 
our decisions regarding the classification of proprietary preparations. In 
the absence of such information our recommendations can have little impact 
on prescribing habits. In the past, notification of the classification of a 
preparation was often delayed because of an impending appeal against its 
classification. We have decided that the possibility of an appeal need not 
necessarily delay the publication of a classification. Where appropriate, 
an indication would be given that the classification of a particular preparation 
was subject to appeal. 

17. The previous Committee drew up a list of proprietary preparations whose 
active therapeutic constituents are identical qualitatively and. quantitatively 
with those of preparations described in the British Pharmacopoeia, British 
Pharmaceutical Codex and British National Formulary which were avail- 
able in unbranded form, or which differed only slightly in physical form 
from such preparations. We have been asked to keep this up to date as 
part of our work of classification, and we intend to do so. 



A. B. Rees ( Secretary ). 
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